
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 

Prescription Drug User Fee Rates for Fiscal Year 2008 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Noticx:. 

SUMMARY: The Food and Drug Administration (FDA) is announcing the rates 

for prescription drug user fees for fiscal year (FY) 2008. The Federal Food, 

Drug, and C:osmetic Act (the act), as amended by the Prescription Drug User 

Fee Amendments of 2007 (Title 1of the Food and Drug Administration 

Amendments Act of 2007 (FDAAA)) (PDUFA IV), authorizes FDA to collect 

user fees for certain applications for approval of drug and biological products, 

on establishments where the products are made, and on such products. Base 

revenue amounts to be generated from PDUFA fees were established by PDUFA 

IV, with provisions for certain adjustments. Fee revenue amounts for 

applications, establishments, and products are to be established each year by 

FDA so that one-third of the PDUFA fee revenues FDA collects each year will 

be generated from each of these categories. This notice establishes fee rates 

for FY 2008 for application fees for an application requiring clinical data 

($1,178,000), for an application not requiring cliilical data or a supplement 

requiring clinical data ($589,000), for establishment fees ($392,700), and for 

product fees ($65,030). These fees are effective on October 1,2007, and will 

remain in effect through September 30, 2008. For applications and 

supplements that are submitted on or after October 1, 2007, the new fee 
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scl~ctcllll(t11111stIxr usc:cl. 1nvoic:es fbr estahlisl~rnctnt anti ~,roduc:t Fc:cts 1'01. I:Y 

2008 will b t t  isst~ctdin 0c:tot)ttr 2007, using Ille ne\zr f t t t t  sc:hc:c:lr~lc:. 

FOR FURTHER INFORMATION CONTACT: Yannlillg Chat?, Ol'f'ice of l:inaiic:ial 

Managerncllt (HFA-1201, Food and Drug Administration, 5600 Fishers 1,;11re, 

Roc;kville, MD 20857, 301-827-5042. 

SUPPLEMENTARY INFORMATION: 

I. Background 

Sections 735 and 736 of the act (21 U.S.C. 379g and h), establish three 

different kinds of user fees. Fees are assessed on the following: (1)Certain types 

of applications and supplements for approval of drug and biological products, 

(2) certain establishments where such products are made, and (3) certain 

products (21  U.S.C. 379h(a)). When certain conditions are met, FDA may waive 

or reduce fees ( 2 1  U.S.C. 379h(d)). 

For FY 2008 through FY 2012, the base revenue amounts for the total 

revenues from all PDUFA fees are established by PDUFA IV. The base revenue 

amount for FY 2008 is to be adjusted for workload, and that adjusted amount 

becomes the base amount for the remaining 4 FYs. That adjusted base revenue 

amount is subject to further adjustments for inflation and workload each year. 

Fees for applications, establish~nents, and products are to be established each 

year by FDA so that revenues from each category will provide one-third of 

the total revenue to be collected each year. 

This notice establishes the fee base revenue amount for FY 2008 after 

adjustment for workload, and then establishes the application, establishment, 

and product fees for FY 2008. These fees are effective on October 1,2007, and 

will remain in effect through September 30, 2008. 
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11. Fee Revenue Amount for FY 2008, ln<:ludingAdjustments for. \A'orkloacl 
, 71llo total fee revenue anlount for 1'J' 2008 is $459,412 . t100 ,  \)asc:c! on tilt: 

l 'cx rc:vc:nrle ;~r~iount i l ~ ~ C ~ i t i O l 1 ~ ~lutldingspec:ific:d in the statlite, inc;l~diilg i(:t: 

for drug safety and adjusted for illflation and changes in workload. 'l'llc 

statutory alrlounts and these adjustillents are described in the Sollolwing 

paragraphs. Section 1I.A of this document provides the fee ainourlts specified 

in the statute. Section 1I.B of this docuinent describes the one-time base 

adjustment to the statutory fee revenue ainount under the FY 2007 method. 

Section 1I.C of this document describes the inflation adjustment to the adjusted 

fee revenue base amount. Section 1I.D of this docuinent describes the workload 

adjustinent to the inflation-adjusted fee revenue amount. 

A. Statutory Fee Revenue Amounts 

PDUFA IV specifies that the fee revenue amount for FY 2008 for all fees 

is $417,783,000 ($392,783,000 specified in 2 1  U.S.C. 379h(b)(l) plus an 

additional $25,000,000 for drug safety specified in 2 1  U.S.C. 379h(b)(4)). 

The statute specifies that $354,893,000 of the amount specified in 2 1  

U.S.C. 379h(b)(l) is to be further adjusted for workload. The workload 

adjustment on this amount is to be made in accordance with the workload 

adjustment provisions that were in effect for FY 2007, except that the 

adjustment for investigational new drug (IND) workload is based on the 

number of INDs with a submission in the previous 1 2  months rather than on 

the number of new commercial INDs submitted in the same 12-month period. 

B. One-time Base Adjustment to Statutory Fee Revenue Amount Under FY 2007 

Method 

For each FY beginning in FY 2004, the Prescription Drug IJser Fee 


Amendments of 2002 (PDUFA 111)provided that fee revenue amounts, after 
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they had bt+t:11 adjusted for irlflation, should br: further adjusted to rt2flec:t 

changes in workload for the process for thr? rr?view of hunian drug al~l)lic:atio~is 

(see 21 II.S.(:. :37<1h(c)(2)). 

The conference report accorripanying PDUFA 111, House of Representatives 

Report number 107-481, provides guidance on how the workload adjustment 

provision of PDUFA I11 is to be implemented. Following that guidance, FDA 

calculated the average number of each of the four types of applications 

specified in the workload adjustment provision (human drug applications, 

commercial IND applications, efficacy supplements, and manufacturing 

supplements) received over the 5-year period that ended on June 30, 2002 (base 

years), and the average number of each of these tvpes of applications over the 

most recent 5-year period that ended June 30, 2007. PDUFA IV directs that 

this same method be used in making the workload adjustment apply to the 

2008 statutory revenue amount, except that for this calculation the number 

of commercial IND applications with a submission in the previous 1 2  months 

is used for each 12-month period rather than the number of commercial IND 

applications submitted (see 21 U.S.C. 379h(b), as amended by PDUFA IV). 

The results of these calculations are presented in the first two columns 

of table 1of this document. Column 3 reflects the percent change in workload 

over the two 5-year periods. Column 4 shows the weighting factor for each 

type of application, estimating how much of the total FDA drug review 

workload was accounted for by each type of application in the table during 

the most recent 5 years. Column 5 of table 1of this document is the weighted 

percent change in each category of workload. This was derived by multiplying 

the weighting factor in each line in column 4 by the percent change from the 

base years in column 3. At the bottom right of the table the sum of the values 
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Appl~cal~oriTypc 
Base Years 

-- ~ 

New drug appl~cat~ons (NDAs)/b~olog~csllcense appl~catlons 
(BLAs) 1196 123 8 3 5% 352% 1 

k 2 0 0 8  workload adjuster 

Increasing the PDUFA IV statutorily-specified amount of $354,893,000 by 

the specified workload adjuster (11.73 percent) results in an increase of 

$41,629,000, rounded to the nearest thousand. Adding this amount to the 

$417,783,000 statutorily-specified amount, before adjustment, results in a total 

adjusted PDUFA IV base revenue amount of $459,412,000. This figure is the 

adjusted PDUFA IV base revenue amount that will be adjusted in future years 

for inflation and workload. 

C. Inflation Adjustment to Adjusted Fee Revenue Base Amount 

PDUFA IV provides that fee revenue amounts for each FY after 2008 shall 

be ad-justed for inflation. Since no inflation adjustment is applicable in FY 

2008, no further adjustment is made to the revenue amount derived in section 

1I.B of this document. 

D. Workload Adjustment to In flation-Adjusted Fee Revenue Amount 

For each FY beginning in FY 2009, PDUFA TV provides that fee revenue 

amounts, after they have been adjusted for inflation, shall be further adjusted 

to reflect changes in workload for the process for the review of human drug 

applications (see 2 1  U.S.C. 379h(c)(2)). Because no further workload 

adjustment, other than the adjustment to the base amount in section 1I.B of 

~ ~ 

Change 

1 24% 
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this dor:~lnlonl. is apl11ic:able i l l  FJ' 2008. iio furtht?r adj~lstlnent is inacie lo  thc 

reveniict ;tmount derived in sec:tion I1.R of this doc:ulnent. 

111. Application Fee Calculations 

PDLTFA IV provides that the rates for application, product, and 

establishment fees be established so that they will generate the fee revenue 

amounts specified in the statute, as adjusted for inflation and workload. 

A. Application Fee Revenues and  Application Fees 

The application fee revenue amount that PDlJFA IV establishes for each 

year is one third of the total adjusted fee revenue amount. The total. fee revenue 

amount for FY 2008 is $459,412,000, as calculated in section 1I.B of this 

document. Application fees will be set to generate one-third of this amount, 

or $153,137,000, rounded to the nearest $1,000, in FY 2008. 

B. Estimate of Number  of Fee-Paying Applications and  Establishment of 

Application Fees 

For FY 2008 through FY 2012, FDA will esti~nate the total number of fee- 

paying full application equivalents [FAEs) it expects to receive the next FY 

by averaging the number of fee-paying FAEs received in the 5 most recent FYs. 

This use of the rolling average of the 5 most recent FYs is the same method 

that was applied during PDUFA 111. 

In estimating the number of fee-paying FAEs that FDA will receive in FY 

2008, the 5-year rolling average for the most recent 5 years will be based on 

actual counts of fee-paying FAEs received for FY 2003 through FY 2007. For 

FY 2007, FDA is estimating the number of fee-paying FAEs for the full year 

based on the actual count for the first 9 months and estimating the number 

for the final 3 months, as we have done for the past 5 years. 
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Year 
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FISC~I 
OT+;;T~~~~~~~OOL ~ ~ -~.---J/Y0F~- ---... :>~j~:~:~~~~[~ .5~~2:ir,lvsra:ij 

~~~f-pJylnq FAEs~-~ ~ --135.1 121 5 136 7 I?: ~~ 119.5 2 
-~ -~ -

'1'11e FY 2008 application fee is estimated by clividirlg the average ~lu~ilt~t,r. 

of full applications that paid fees over the latest 5 years, 130, into the fee 

revenue amount to be derived fro~n application fees in FY 2008, $153,137,000. 

The result, rounded to the nearest $100, is a fee of $1,178,000 per full 

application requiring clinical data, and $589,000 per application not requiring 

clinical data or per supplement requiring clinical data. 

IV. Fee Calculations for Establishment and Product Fees 

A. Establishment Fees 

At the beginning of FY 2007, the establishment fee was based on an 

estimate that 375 establishments would be subject to, and would pay, fees. 

By the end of FY 2007, FDA estimates that 425 establishments will have been 

billed for establishment fees, before all decisions on requests for waivers or 

reductions are made. As in previous years, FDA again estimates that a total 

of 25 establishment fee waivers or reductions will be made for FY 2007. In 

addition to the previous year estimates, FDA estiinates that another 10 full 

establishment fees will be exempted this year based on the new orphan drug 

exemption in FDAAA (see 21 U.S.C. 379h(k)). Subtracting 35 (25 plus the 

estimated 10 establishments under the new orphan exemption) establishments 

from 425 leaves a net of 390 fee-paying establishments. FDA will use 390 for 

its FY 2008 estimate of establishments paying fees, after taking waivers and 

reductions into account. The fee per establishment is determined by dividing 

the adjusted total fee revenue to be derived from establishments ($153,137,000 

by the estimated 390 establishments, for an establishment fee rate for FY 2008 

of $392,700 (rounded to the nearest $100). 
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13. t'l-o(J11(;i Foes 

At thi: t~egirlning of FY 2007, tllc: 1)rociuc:tfee was t~asedon an estinlate 

that 2,400 j~roducts would be suhjec:t to and pay produc:t fees. By the ctrltl 01' 

FY 2007, FDA estimates that 2,425 products will have bee11 billed for produc:t 

fees, before all decisions on requests for waivers or reductions are ~nade.  FDA 

assumes that there will be about 40 waivers and reductions granted, the same 

amount estimated last year. In addition to the previous year estimates, FDA 

estimates that another 30 product fees will be exempted this year based on 

the new orphan drug exemption in FDAAA (see 2 1  U.S.C. 379h(k)). FDA 

estimates that 2,355 products will qualify for product fees in FY 2007, after 

allowing for waivers and reductions, including the orphan drug products 

eligible under the new FDAAA exemption, and will use this number for its 

FY 2008 estimate. Accordingly, the FY 2008 product fee rate is determined 

by dividing the adjusted total fee revenue to be derived from product fees 

($153,137,000) by the estimated 2,355 products for a FY 2008 product fee of 

$65,030 (rounded to the nearest $10). 

V. Fee Schedule for FY 2008 

The fee rates for FY 2008 are set out in table 4 of this document: 
TABLE4. 

Fee Category I Fee Rates for PI2008 

APPLICATIONS ........................................................................................................................................................................................ 

Requiring clinical data ...................................................................................................................................................................... 

Not requiring clinical data ...................................................................................................................................................................... 

Supplements requiring clinical data ................................................................................................................................................... 


ESTABLISHMENTS ............................................................................................................................................................................... 

PRODUCTS ............................................................................................................................................................................................. 


VIII. Implementation of Adjusted Fee Schedule 

A. Application Fees 

The appropriate application fee established in the new fee schedule must 

be paid for any application or supplement subject to fees under PDUFA that 

is received after September 30, 2007. Payment must be made in U.S. currency 
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t)y (:heck, t~ank draft. or. US .  postal 111ontty older 1)ayat)le to the order of tlie 

Food and Llrug Adniinistration. Please inr;lude the user fee ID nuinber. on v o u r  

(:heck. Your payment (:an l ~ ernailed to: Food a n d  [)rug Administratioll, I'.O. 

Box 70963, Charlotte, NC 28272-0963. 

If checks are to be sent by a courier that requests a street address, the 

courier can deliver the checks to: Wachovia Bank, Attn: Food and Drug 

Administration Lockbox 70963, 1525 West WT Harris Blvd., rm. N(:0810, 

Charlotte, NC 28262. (Note: This Wachovia Bank address is for courier delivery 

only.) 

Please make sure that the FDA post office box number (P.O. Box 70963) 

is written on the check. The tax identification number of the Food and Drug 

Administration is 53-0196965. 

Wire transfer payment may also be used. The routing and transit number 

is 021030004 and the account number is 75060099. Please include, as the 

reference, the NDAIBLA number and the user fee ID number. 

FDA is in the process of implementing alternate Web-based payment 

methods. For more information on these payment options and when they will 

be available, please visit FDA's Web site at m . f d a . g o v ,  select the appropriate 

user fee type, and click on "User Fee Cover Sheet." 

B. Establishment and Product Fees 

FDA will issue invoices for establishment and product fees for FY 2008 

under the new fee schedule in October 2007. Payment will be due 30 days 

from the date of the invoice. FDA will issue invoices in November 2008 for 

http:m.fda.gov


arl\?p u ) d ~ c : t sand  e s t a b l i s l l ~ ~ ~ e n t s  s1111jt-tc:i to fees fo r  FY 2008 that qualifv f'or 

Deputy  ~ o & i s s i o n e r  f o r  P o l i c y .  

[FR Doc. 07-?'!??? Filed ??-??-07; 8:45 am] 

BILLING CODE 4160-01-S 

TlflED TO BE A TRUE 
?YOF THE ORIGINAL 


